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Gabapentin ~o o m g ca psu le 

h ~'WtJI 'U161 V~~~ nt ':ioW'Ue.J61 el1 ~.ne.Jm~m<Jti'!Je.J61 :5'..:l'VI1~ e:J 'U m 1"U51tl 
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CP) . '!Je:Jtl1 
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Gabapent in <roo mg capsule 

'\..J'J:; fHJ'Uvl'dt.JM'H.n Gabapentin croo m~ 

m'l~)b.JLbc.J~e:JfllJLi'JmJi"lmJ~ 'VI~B blister pack Uv-:!n\m11~J~,u hi' 
' " 
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ml~ bb 1-:l 'Uu -:l tJl L fi'IJ~f..J~I'l :;u~ue:mJ 11-iJV~ L"il'W 

' 

e-mm<JI'!Jl''illbri'JI~~f)rumYibUUhJI'll:U Finished product specifica t ion bbi.l:; Drug substance 

specification ~ eJ1..:l ~ -:! "ill mn~'1lvi'Trum1uL~cnnu ~j..:l 1~"ilV~VJ:;b uCJu~mhwn-:l .. JUAru:; m'l~nTie:Jl'VII'HLC1~ 
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bU'UhJmuLJ'J:;nJ ?l m:;YJ'J 'J-1 ?llul'lb'JG'i'U b~e:J-:l 'lt'\.J(>lT'nt.ll YU'\.l!:Jctc:tb i:Wl1J~ (j)(§) b:W~lcJ'U YU'\.l!:Jc:tct':i::l ' , 
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m.CPJ Finish prod uct specificat ion 

Test iterns USP met 

COl. u~:u l ruM1f.mh•i'CIJ ~o.o - <9>C9lo.o% of the L.A. of Gabapentin 

l!:J. Ident ification ' ()'J'Jl"ilc.Jl'U 

--
rn. Dissolution bbG'1~'1nl'J(;l~mtihi ~ut.Jnll ~oo/o (Q) of t he L.A. of 

Gabapcntin mc!lu lvo tnVi 

ct: Uniformity of dosage units (i)':iT<ilen\J 

ct. Related compounds - Gabapcntin re lated compound A :NMT o.~% 

- Any individual unspecified impurity : NMT o .C01o/o 

- Tota l impurities: NMT (o).oo/o 
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m.l£l Drug substance specifi cation: Gabapentinc,.,) 

Test items USP bn<t' 

Gl. tJ~mrul'lltn~IA'lJ ~c:;.o - ®olv.o% of Gabapentin (Calculated on the 

anhydrous basis) 
-·· 

~. Identification l'l'i'l~W1'U 

!Jl.pH o<tc:;.o 

ct. Water ~~MT o.<f% 

<f. Residue on ignition NMT o.G>% 

b. Heavy metals NMT o.oo~% 

lfJ. Related compounds &). I irn it of early eluting impLHities 
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- Gabapentin related compound B : NMT o.ob% 
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- Drug substance specification 'W<Jl'irul'il1f1LtJlLA 'i1:::-v1'1m -:J~e.J ~I'I drug substance 

Vl'-5vltJ1bA'i1:::~ dru~ substance 'Ur.l-1 c:ie.J~~E.J l ~l b~~~'\.J QUtJ1~ i::l'\JtJ'VIct.:l ;-liJm':iml~ - ~ ~ 

.:::, ~ Q; ~ ~ 0 

1LA':il:::'VIA':itJ'\11fl'VI l'Ve:J'\11f1 1'VI'\.J~ , 

(declare) bb'VI6i'le.J~I'I 

0).0) . <91 lumru~LU'UtJ1~e.Ji!iV~1'U'\.J'i:::L'V11'lh1 u 'VImfJr;~ 'V1t.J.~ 

<91.(9) . ~ 'l'Umru~dJ'Ucn11wii1 L~tJnT~bbD ·nJ 'i'i~ l~:w·wti~ vHJ.bT1 



'"' 
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6Hl li1fi~B ·mm: l~lilb VltJ:W tl'tJ'V!~ mnru.fibL(ltlTinl'l~M 1.J f1l'je.J~\ilf.Jl PI CIS 'l 'WV!:l.JJ!il~Jl~ L(l'WJ'VlEJ ;:n)'mil~lil 
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Lbl'l::: i5m'l~~'Wf1l'le.J~mn PIC/S (Pharmaceutical Inspection Co-operation Science) L(11 CJ V!U'1f.J'Il'W 
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m.(9) e.J (l n'11\il'il\JiLfl'll~vi'flruf1l'l-"i e.J~\ilJlru'Vl!:nrll L~\J'l'thJ8 ..'l ~eJ~ \il (Cert ification of ana lys is of 
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Finished product) 1'lJ tn~\J~~.:nlJ'Wiil'lvcil..:J 
m.tv e.J~fll'a\il'll-:vi Lfl ':i l:::,., A ru111V'lll'lfi~'IJ'UB~ifhtnrl·w1L1J (Certificalion of analysis of Drug , ' ·~ 

substa nee) .ffi •ill 'W f1l'j e.J~vl t.Jl~'W~~\lL 1J'Wiil''J8~l..:J~,J"ufl-l~e.J~I'l fJ'l LL(l:;~e.J~\0\l\l'!tlf.\\J 
, \} \J .. 

substance) .Uv m.\!J tl'tJ ~'\.J nl ':ie.J~\11'UB'Ie.Ji!91'1Jlru<Yit.Jl~lL~\11U (Finished product) ·iiv Q'J.(gj , ~ 

m.cs: 1'1.Jmru~'UY1~LU!'J'Utlll.Jl:Wlnn1l tv u \Jt(;)v~iirllL'I.J1f1ll\~1tJt.J"'f111i>im~l Long term stability 

m:w~ ~'W b ~JJL~JJ 1 'U'Yl t L utJ'WtJlJ.Jl bL~I'I ~ bLC1::: 1vi'~'tJ nT.l~ 'I'WlJJ1mu.::J Lun~l'i-:vln~'iJ Bl'Wl\J'Uv'I'U~~Yl 
'\J 

Q'l .<t 1 'I.J mru~'W'Ylt L ucJ'WtJlmii umri1 tEJ tJ ;u~l'1eNiirl·l L 'I.Jl.rn-w~lf.Jt.Jfl rn':i~m"..lfl'1lJ.Jfl'llli''1'UB.::Jt.Jl~'~l:W~ 
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{.(.(9) ~L~'Ue:rnrn ~e:J-:J~·WY"Jvch.:~vlmh:rwm:J 01 'll'i.ilLu'r'j\Jll'ru<i1 ~.:!L\'J't.J(I]lLI'Vl'ubbi.'l~>~.:~':ilCJ'I~ L8util1~ 
" ' 

fl'iU()l'U (;m.J~ rh'i'I'U\il 1 'U~lieJAb1,m:w'lM~11 \J.U1.:Jl?l'U , 

' ' . 
<t.m fl'i ruViWU"J EJ~l'IJ nl'J 'Yllnl 'J~:W~"J e:JtJl.:JEJlVi~'ll.JtJU L '~e.J~ .:llil'J l\ll Lfi"Jl~~ACU.fll'W '\.1tl l fJ'll'IJ fn'J v:-!Vh , , 

V!U'l~e:J ~e:J.:J'Ue:J ~ltl ~l-:J L(iltJ~'lJl !'J\l~l'le:J-:J ~-:J~.m ~115nml.J<i]' l'lrJ't.J~VItlltJ"J1'1Jnl"J~~m1'illLfl':i1:-!~Ll~~l U'U ., 

~~u~ti1'Ut1U rh 1-ff~ltJ~I.~ !'Jlie:J.:J 1 'Ufll'Jr. 11\JlLfl"J l~~flrum'W rmu~'WU'llE.nl:W 1. U'U 1 '\..J(;lllJAru~ n~ru:-; " , ' 
Lll'fl l:-! V!tl lf.Jdl'llnl':i'lJe:J ?l.:Jl'l6~'V1Eh!~uYi \ll 'Jruln T'J Ll'I 'UB'llfllfn;,.:]fl~ll'lltl-:J ~'1Jl1.l LL~t/V!~ ve:ieJ~(;l1 'Ufl~_, 

" " 
~vhl 

<r.ct ~'U 1 er'il:-;(1] v-:J~'<t.J 1. '\..J~ U'Ufm~e:H.n1mi'VI:w ,;w 1 EJ '~ ~ m~mnti1 rn':i 1.~ m.1 ?~.nTwall CJ'lh~ m1'lw1 ri e:J'U 
" ' 

lll'\11 '\J\i) L(iltJ 1:WiiL~e:J'\.J 1 'lJ 

'0.<9l V!lflf.ll~l.?l'UB bl.J 1.'Ut!'1Ji'U I.I. uu (original drugs) Ji8-:JiJVIU.:J~ml.~ti1-:Jfll'J'Vlti1i.'!e:JU Bioequivalence 

~L~'Um \J~ CJ'UI. Vivu rlUtJl(iltil.b U'U LV\ tJlB nl'J~fl'\~11'1 '€1.:JL uu1 tlml.Jt~~ mnruon LL~:-; 1. 1. 'Ul '\..J 5\J~1 'U nl'l~ n~l 

~l?ll.Jl.JI;'l'IJ'i'J'lt! l ?~li!ru'U~}~~~un-:J1tifl ru:-; m':i~J nl'le:J l 'V!l'JLI.I;l~t!l fl'i:-!'Vl'il-:Ji.'! lul'i ruii'l'lJ ( tr,) 1 t1 mru~'U 
" v ' 

•• , . ~ m rut:J ~\olD ru<rl tJ1'lJU(91d C1 n 1.~ EJ fi l.fhJiih.l'il 1 nVi EJ-:l\l11;1lWI L\?1 tJ~l ttn-:J l 'UA (U:-! n 'J'jl.J n ') 'j 'i)l 'V!l':i Lbi;'l ~ CJ l 
" 

1 ti'lh-:J b ')l;ll'lJe:J-:J" '1! qjl'll ~~1e:J 'il :;'lJl!'.J 
""'.m m ru-wuu ru'i-11 V'I rumY.l:V 1 n t:J~ \)'\Jl ru<Yi~ en'il ~ ~r..J 1;1 vl r)'\..J 'j:-; ~'Yi Gt:-J~ LW::: A':Jl:W'\.JI;l e.J (91DEJ~ m.r th v~hWucn 

" ' " 

fl'l'j lJn'11 

f1'i'l:Ufll'i 



<9l = The United States Pharmacopoeia rn<t: 

l!J == ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies a 
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